YTBEPXJIEH
npe3uguymom CoBeTa
nipu [Ipesunente Poccurickon denepanuu
M0 CTPATErM4eCKOMY Pa3BUTHIO
Y IPUOPUTETHBIM MIPOCKTaM
(B penakuuu npotokosa ot 21 nekadbps 2016 roga Ne 12)

HACIIOPT

IMPUOPUTETHOI'O IMPOECKTA "BHenpeHne aBTOMaTI/I3I/Ip0BaHHOﬁ CHUCTEMBI MOHMTOPHMHIA IBUKCHHUS JICKAPCTBCHHBIX
npemapaToB OT IPOU3BOAUTEIA 10 KOHECYHOTO HOTpeﬁl/ITeJlﬂ AJIA 3aIIIUThI HACCJICHHUSA OT (l)aJILCI/I(l)l/I[[I/IpOBaHHLIX
JJEKAPCTBCHHLIX IPEMmapaToB U ONNEPAaTUBHOIO BbIBCICHUSA U3 060p0Ta KOHTpaq)aKTH])IX u He)IOﬁpOKa‘IeCTBeHHLIX

npenaparon"

1. OcHOBHEBIE MOJIOKCHHS

Haumenosaunue
HaIpaBJICHUS

31paBoOXpaHEHNE

Kparkoe
HaNMEHOBAHHUE IPOEKTA

Jlexapcta. KauecTtBo 1 6€301aCHOCTb. Cpox Havana u 25.10.2016 -
OKOHYaHUS MMPOEKTA 01.03.2019

Kyparop

A.B./IBopkoBuu, 3amecturens Ipencenarens [pasurensctBa Poccuiickon denepanuu

Crapiiee JOJKHOCTHOE
muno(CIJI)

O yHKIMOHAIBHBIN
3aKa34uK

B.1.CkBopnoBa, Munuctp 3apaBooxpanenust Poccuiickoit denepannu

PykoBoaureins npoekra

N.H.Karpamanss, nepsiid 3aMecTUTENlb MUHUCTpPA 31paBooxpaneHus Poccuiickon @enepanun

KiroueBbie yuacTHUKH
pOEKTa

MunucrtepcTBo 31paBooxpaneHus Poccuiickoin @enepaunu
denepanbHas ciayx0a 1Mo Haa30py B chepe 3apaBOOXpaHECHUS
®denepanabHas HAJIOroBas CiIyxo0a
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MUHHUCTEPCTBO MPOMBINIJIEHHOCTH U TOProBiid Poccurickon denepanun
MunuctepcTBO hrHaHcoB Poccutickoit deneparu
MUHHCTEPCTBO CBA3U U MACCOBBIX KOMMYHHUKAIIUI

* HeoOs13aTeIbHA IMO3uliA, Ha3HAYACTCA 110 pEHICHUIO IIPE3UANYyMa Cosera

2. CopepxaHue MPUOPUTETHOTO MPOEKTA

[{ens npoekra

3amura HaceJaeHus OoT (PaTbCUPUITMPOBAHHBIX, HEIOOPOKAYECTBEHHBIX U KOHTPA(aKTHBIX JIEKAPCTBEHHBIX
IpenaparoB U MPeI0CTaBICHUE HEOTPAHUYCHHOMY KPYTy MOTpeOuTenei (rpax;aH) BO3MOKHOCTH TIPOBEPKU
JIETaJIbHOCTH 3apErUCTPUPOBAHHBIX JICKAPCTBEHHBIX MPENapaToB, HAXOIAIIUXCS B TPAXIaHCKOM 000pOTe,
OCYILIECTBIISIEMOM C UCIIOJIb30BaHUEM ABTOMATU3UPOBAHHON CHCTEMbI MOHUTOPUHIA JBUKECHUS
MapKHUPOBAHHBIX JICKAPCTBEHHBIX MPENapaToOB OT MPOU3BOIUTENS 10 KOHEUHOTO OTPEOUTENIS, C 0XBATOM

100% nexapcTBeHHbIX npenaparos k 31 gexadps 2018 r.

Tum BazoBoe Ilepuon, rox
Ilokazarennb * -
HoKa3areis 3HAYCHUE 2017 2018 2025
OxBar UHAUBUIYAITBHON MapKUPOBKOM OCHOBHOM 0 - 100% | 100%

3apETHCTPUPOBAHHBIX JIEKAPCTBEHHBIX
IperapaToB, HaXOISIINXCS B TPAKIAHCKOM
000poTe, C BO3MOKHOCTBIO TIPOBEPKH
HEOTPAaHUYCHHBIM KPYTOM MTOTpeOUTENIeH
(Tpak1aH) X JIETATBHOCTH

* ©a30BO€ 3HAYEHHE [TOKA3aTENsl HA OTUETHYIO JIaTy.
** B paMKax dKCIEpUMEHTa Ha T0OPOBOJILHOW OCHOBE - HE MEHEE 5 MEXTyHAPOJHBIX HEMTATeHTOBAHHBIX HAMMEHOBAHUH MpenapaToB, BXOAAIINX B
NEPCUCHb JICKAPCTBCHHLIX IMIPEIApaToB AJId JICUHCHUA OOJIBHBIX FeMO(l)I/IHPIeﬁ, MYKOBHUCIHUI030M, 00JI€3HBIO FOI_HG, 3JIOKQYE€CTBCHHBIMHU
HOBOOOPA30BaHUAMHM JIMM(POUTHON, KPOBETBOPHONW M POJICTBEHHBIX MM TKaHEH, PacCesTHHBIM CKJIEPO30M, JIMII TMOCJIEe TPAHCIUIAHTAIlMd OPraHOB
u (unm) Tkanei (nanee - 7 B3H).

PesynbTaTsl

‘ 1. Beenena B skcmryaranuto "®enepaiibHasi TOCy1apcTBeHHAsi HH(QOpMaIlMOHHAs CHCTEMa
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IIPOCKTAa

MoHUTOpUHTa IBH>KEHHUS JIEKAPCTBEHHBIX MPEMAPATOB OT MPOU3BOAUTEINS 0 KOHEUHOTO MOTpeOuTes"
(OTUC MIJIII):

- 6osiee 350 ThIC. y4aCTHUKOB CUCTEMBI - CyOBeKTOB oOpatenus JIIT;

- CBBIIIIE 5 MIIPA. B T'OJ] OTCJICKMBAEMbBIX CUCTEMOM YIIAKOBOK JIEKAPCTBEHHBIX MPEMAPATOB.

2. [IpenocraBnenbl HHGOPMAIIMOHHBIE CEPBUCHI HEOTPAHUYEHHOMY KpyTy OTpeOuTenei (rpaxkian) s
MIPOBEPKH JIETATBHOCTHU JIEKAPCTBEHHBIX MPENapaToB, HAXOIAIIUXCS B 000poTe.

3. ®I'NC MJIIT unTerpupoBana ¢ BeIOMCTBEHHBIMUA HH(GOPMAIITMOHHBIMU CHCTEMaMH KITFOYEBBIX
YYaCTHUKOB IIPOLIECCa MAPKUPOBKHU:

- EMHBINA rOCy1apCTBEHHBIN PEECTP IOPUANIECKUX JIULL,

- ['ocynapcTBEeHHBIN peecTp JIEKAPCTBEHHBIX CPEACTB,

- ABTOMaTH3MpOBaHHbIe cUcTeMBI "'BpiOOpouHBIil KOHTpOIB", "JIntieH3upoBanue",

- CHCTEMAa MEKBEIOMCTBEHHOT'O HH(POPMAITMOHHOTO B3aUMOJEHCTBUSA,

- H(OPMALIMOHHBIE CUCTEMBI YJACTHUKOB 000pOTa JIEKapCTBEHHBIX IIPENapaToB.

4. C ucnonwszoBanuem OI'NC MJIJIIT opranuzoBaHn MOHUTOPUHT CPOKOB rognoctu JII, Haxoasimuxcs B
oOpallleHUH, U3bITUS U3 00palleHNs HeJOOPOKaUeCTBEHHBIX U KOHTpadakTHbIX JII1 u uX yHHUUTOXKEHUSI.

5. [IpoBeneHa kamMmnaHus Ha TEJIEBUICHUH, TOMYJISPU3UPYIOLIAsi BO3MOKHOCTh MPOBEPKHU JIETAJILHOCTU
JIEKAPCTBEHHBIX NPENAapaTOB, Pa3MEIIEHbI POJIMKHU C COLIMAIIbHON PEKIaMOM, ITOKA3bIBAIOIINE BO3MOKHOCTD
IIPOBEPKU JIETAIBHOCTH JIEKAPCTBEHHBIX MPENApaTOB C UCIIOJIb30BAHUEM CMapT(OHOB, MJIAHIIETOB U
YCTPOMCTB, pa3MEIICHHBIX B aITEUYHBIX yUpekIeHUsIX. Pa3meliena peknama B nedyatusix CMU, uznansl u
pacrnpocTpaHeHbl OYKJIEThI U OPOIIIOPHI.

Onuncanue
MOJIeNn
(GyHKLIHMOHU-
poBaHus
pE3yJIbTATOB
IPOEKTa

1. IlpenoctaBnenue Bo3MoxkHoCcTH BceM yyacTHukam OI'MC MJIIT (nanee - Cucrema) perucrpaiun
B cucreMe onepanuii mo asmxeHuto JII1 Ha Bcex 3Tamax ux oOpaieHus (pou3BOAUTENb, OpraHU3aALIHS
ONTOBOM TOPIOBJIM, B TOM YHciie ocyulecTBistomas nmnopt JII1, anteunas opranu3zanus, MEIUIUHCKAS
OpraHu3alys, peanu3anus NoTpeOuTemto).

2. Monutopunr nprkenus JII1 Ha Bcex aTamax ux oOpatienus (TpoU3BOAUTENb, OPTaHU3AIUS OTITOBOM
TOPrOBJIH, B TOM 4YHCIIe ocylecTBIsomas umnopt JIII, anteunas opraHu3anns, MeIMIUHCKAs
OpraHu3allvs, peanu3aius noTpeouTemto) B pazpese konkpernoro JII, konkperHoii cepun JIII,
ynakosku JIII.

3. MonuTopunr cpokoB roguoctu JII1, Haxonsmuxcst B oOpaiieHuu.
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4. bnoxupoBaHue nporecca oopamieHus (paabcupuIUpOBaHHBIX, HETOOPOKAYECTBEHHBIX U
KoHTpadakTHbIX JIII, B OTHOLIEHNH KOTOPHIX YIOJIHOMOYEHHBIM (peiepalbHbIM OPraHOM UCIIOJIHUTEIbHON
BJIACTH MPHUHSTO PEIIEHUE O IPUOCTAHOBKE 0OpaIIeHUs], TM00 MOAJIekKAIINX U3BSITHIO U3 000pOTa U
YHUUTOKEHUIO.

5. MOHUTOPUHT U3bITUA U3 0OpalieHus (PpanbCupuIUPOBaHHBIX, HETOOPOKAYECTBEHHBIX U
koHTpadakTHbIX JIIT 1 npouecca yunutoxkenus JII1 myrem conocraBiaeHust HHQOpMaLMK O HAXOIALIUXCS
B oOpamenuu JII1 ¢ uapopmarmeit o 3a610KHPOBAHHBIX, U3BATHIX U3 OOpaleHus 1 yHuuTO)eHHbIX JIIT.
3a0n0KkupoBaHHbBIE, U3BATHIC U3 oOpaieHus U yuuuroxeHusie JII1 aBromatnuecku BoiBosATcs CructeMoit
u3 000pOTa M YUUTHIBAIOTCS 1151 (GOPMUPOBAHUS AHATUTUYECKUX OTYETOB.

6. [IpenoctraBnenue BO3MOKHOCTH ydyacTHUKAM CHCTEMBI MOJTYYCHUS aHATUTUYECKUX OTYETOB B paMKax
UX TIOJIJHOMOYHH.

7. IlpoBeneHme B cpeicTBaX MacCOBOM MH(POPMAIUH AKITHH, MOMYISIPU3YIONIUX BO3MOXHOCTD IS
HMIMPOKOTO Kpyra norpedureneil (rpaxaaH) IpOBEPKH JIETAIBHOCTH JIEKAPCTBEHHBIX NPENapaToB,
HaxoAsIuXcsl B 00opote. Pa3MelieHre poJuKoB ¢ COMaIbHON PEKJIaMOil Ha TEIEBUICHNUN U B IIEUYATHBIX
CMU, neMOHCTpUPYIOLIUX BO3MOXHOCTH MPOBEPKH JIETAIbHOCTH JIEKAPCTBEHHBIX MTPEMAPATOB C
UCIIOJIb30BaHNEM MOOMIIBHBIX YCTPOICTB, @ TAKXKE YCTPONCTB, pa3MEILIEHHBIX B alITEYHBIX YUPEKICHUAX.
W3nanue u pacnpocTpaHeHue OyKIETOB U OpOIIIOp.

3 DTarnbl ¥ KOHTPOJIbHBIE TOYKH

Tun (3aBepiieHue

HaumenoBanue ITarma/KOHTPOJIbHAS Cpok
TOYKA)
1.  Muaunuuposad IIpoext (YTBepkaeH NacnopT MPOEKTa) 3aBepiienue stana 25 okTsa0ps 2016 r.
2.  Tlommucano nocranonenue [IpaBurenscTBa Poccuiickoii @eaepanmu Kontponbhast touka 30 HOs10pst 2016 T.
3. VYrBepxnaeH CBoIHBIN IJIaH 3aBepmienue drama 10 nexabps 2016 r.
4.

Pa3zpaboTana npoekTHast TOKyMEHTAIUS Kontponbnas Touka 31 nexabps 2016 r.




Tumn (3aBepieHue

Ne
w HaumenoBanue ATana/KOHTPOJIbHAS Cpox
TOYKA)
JHopabotana cucrema MmapkupoBku @HC Poccun Kontponbhas touka 31 mapra 2017 r.
CucrtemMa BBEJIEHA B OIBITHYIO SKCIUTYaTaIHIO Kontponpnas Touka 1 anpens 2017 1.
3aBeplIeH SKCIEPUMEHT 110 MAPKUPOBKE KOHTPOIbHBIMU 3aBepmienue dtana 31 gexabps 2017 r.
(MneHTU(PUKAUUOHHBIMH ) 3HAKAMH U MOHUTOPUHTY JIEKAPCTBEHHBIX
penaparoB JUisi MEAUIIMHCKOTO IPUMEHEHUS Ha T00POBOIBHOM OCHOBE
JUTsl OTpaHMYEHHOTO Habopa npenaparoB u3 nepeuns 7B3H. Ilposenena
OLICHKA PE3yJIbTaTOB HKCIIEPUMEHTA U MPEACTABIECH JTOKJIA/] B
[IpaButenscTBO Poccuiickoit @enepanuu. Y TBEpKIEH OI0KET BTOPOTO
stamna npoekra. Hauara onbiTHas skcruryaranus CucteMsl
8. IlpoBesneHa kamImaHus Ha TEJIEBUICHUH, OMYIISIPU3UPYIOIIAs Kontponbhast touka 1 suBaps 2018 r.
BO3MOYKHOCTb IIPOBEPKH JIETAIIBHOCTH JIEKAPCTBEHHBIX ITPENApaTOB
9. ®I'MC MUJIIT uaTerpupoBana ¢ BEJOMCTBEHHBIMHU HH(pOpManMoHHbIMU ~ KoHTponbsHas Touka 1 siBaps 2018 .
CUCTEMaMU KIIFOUEBBIX YYACTHUKOB IIPOLIECCa MAPKUPOBKHU
10. Oxsar mapkupoBkoii 100% nekapcTBEeHHBIX MpenapaToB, HaxoAsmmxcs  KontponbHas Touka 31 mexabps 2018 r.
B TPKJAHCKOM 000poTe
11. Peanu3oBaH NpOEKT [0 BHEAPEHUIO aBTOMATU3UPOBAHHON CHCTEMBI 3aBepuienue dtana 15 suBapsa 2018 .

MOHUTOPHUHTA IBH>KEHHUS JIEKAPCTBEHHBIX MPEMAPATOB OT MPOU3BOIUTENS
JI0 KOHEYHOT'0 TOTPEOUTES AJIs1 3alUThI HACEJICHUS OT
banbcudUIMPOBaHHBIX JEKAPCTBEHHBIX MPENApaToB U ONEPATUBHOTO
BBIBEJICHUS U3 000pOTa KOHTPA(PAKTHBIX U HEAOOPOKAUECTBEHHBIX
penaparoB



No
/o

Haumenosaunue

Tumn (3aBepieHue
ATarma/KOHTPOJIbHAS
TOYKA)

Cpoxk

12. TIpoekrt 3aBepieH (MTOTOBBIM OTUET yTBEPHKICH)

3aB€pHI€HI/Ie oTalla

4. BromKeT NpUOPUTETHOTO MPOEKTa

1 mapta 2019 r.

['onx peanuzanuun Bcero
Hctounnku hruHAHCUPOBAHUS 5017 ‘ 2018 | 5019

brojkeTHBIEC UCTOUHUKY, DenepanbHbIe 247,00 247,007
MJIH PYO.

Cy06nekToB Poccuiickoit

denepanuun

MectHbIE
BHeOro1KeTHbIE HICTOYHUKH, MITH PYO.
UTOTO 247,00 247,00

** B pamkax Tekyuiero OroxeTHoro punancuposanus @PHC

5. Onucanue NpUOPUTETHOTO MPOEKTA

CBs3b C
roCyapCTBEHHBIMHU

- ['ocynapctBennas nporpamma Poccuiickoit @enepanuu "Pa3Butne 31paBooxpaneHus”
(mocranoryenue [IpaBurenscTBa Poccuiickoit enepanuu ot 15 ampenst 2014 r. Ne 294);
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nporpaMMamu - OenepalibHas 1eneBast nporpamMma "PazButue dpapmManeBTUYECKON U MEAUITMHCKON
Poccuiickon npoMbllieHHOCTH Poccuiickoit @enepanuu Ha nepuoa 10 2020 roga v JaabHEHIITYIO
denepanuu nepcrekTuBy" (mocranornenue [IpaBurensctBa Poccuiickoit @eneparuu ot 17 deBpans 2011 r.
Ne 91);
- CTparerusi JeKapcTBEHHOTO o0OecrieueHus: HaceiaeHus: Poccuiickoit denepanuy Ha IEPHO/T
10 2025 roaa u miaH ee peayim3anuu (mpruka3 MuHUCTEpCTBA 3ApaBooXpaHeHust Poccuiickoit
®deneparum ot 13 deppans 2013 r. Ne 66).
dopmMasbHBIE [Tynkr 5 Ilopyuenus Ilpe3unenta Poccuiickoit ®@eneparum Ne I1p-285 ot 20 despansa 2015 r.:
OCHOBaHUS I "MuHnuctepcTBy 3apaBooxpanenus Poccuiickoit denepanuu odecnednTs pa3padOTKy U MO3TATHOE
1703050002 E20004051 BHE/IPEHHE aBTOMATU3UPOBAHHON CHCTEMbl MOHUTOPUHTA JBUKECHHUS JICKAPCTBEHHBIX MPENapaToB

OT IIPOU3BOAUTCIIAA JO KOHCUYHOI'O HOTp€6HT€J'IH C UCIIOJIb30BAHUCM MApPKHPOBKH (KOI[I/I(l)I/IKaHI/II/I) )51
I/II[GHTI/I(l)I/IKaI_II/II/I YIIAKOBOK JICKAPCTBCHHBLIX IIPCIIAPATOB B HCJIAX oOecrneueHUs 3(1)(1)€KTI/IBHOI‘O
KOHTPOJIA Ka4CCTBA JICKAPCTBCHHBIX IIPCIIAPATOB, HAXOAAIINUXCA B O6paIH€HHI/I, u 60pB6I>I C UX

danscuduxanmen".

KiroueBbie pucku u
BO3MOKHOCTH

Bo03MOKHOE BpEMEHHOE COKpaIICHUE
accoptumeHTa JIII Mo oTAenbHBIM TOProBEIM
HAaMMEHOBAHUSIM B CBSI3M C HEOOXOJUMOCTBIO
BAJINIALIMY TIPOU3BOJCTBEHHOM JIMHUU TTOCIIE
YCTaHOBKH HEOOXOAMMOTr0 000pyAOBaHUS IS
MapKUPOBKH.

Pa3paboTka 1 KOHTPOJIb TJIaHA OCHAIIICHUS
000pyI0BaHUEM U CpE/ICTBAMU
TEJICKOMMYHHUKAIINHA YIaCTHHKOB TIPOCKTA.

[ToBbImIeHNE CE0ECTOMMOCTH JIEKAPCTBEHHBIX
MpEenapaToB, PeaIu3yeMbIX C UCIOJIb30BAHUEM
Cucremsbl, B OOJIBITICH CTETICHU IS
JIEKapCTBEHHBIX NIPenapaToB HU3KOTO
IIEHOBOT'0 CETMEHTA.

PazpaboTka puHAHCOBOI MOJIEIN BIUSHHS
IPOTrPAMMHO-TEXHUYECKOTO OCHAIIICHUS
YYaCTHUKOB TIPOEKTA Ha CEOECTOMMOCTD
npenaparoB. [[pumenenne Haubosee AemeBoro
croco6a MapKUPOBKH.




8

3az:ep>i<1<a B IIOJIYYCHHH JICKAPCTBCHHBIX MI/IHI/IMI/ISaHI/ISI TEXHUYECKHX COOEB 3a CUCT
IIpCI1apaTOB KOHCUYHBIM HOTpC6HTeJICM B CBA3H | YaCTHUYHOI'O IIY6JII/Ip0BaHH51 O60py,Z[OBaHI/ISI 141

C TEXHUYECKUMHM COOSIMU IIpH MMPOXOKACHHUHA IMPOCKTUPOBAHUA OTKa?)OYCTOI‘/JILII/IBOI\/'I CHCTCMBEI.
JICKApPpCTBCHHBIMU IIPCIIApaTaMU HOI[FOTOBK& ACTAJIbHBIX TCXHOJIOTHMYCCKUX KapT
JIOTUCTUYECKOHU OCTIN. 151 O6y‘I€HI/IC COTPYAHHUKOB Ha BCCX 3TallaX
JIOTUCTUYECKOMN OCIIN.

JlomoaHUTEIBHAS
uH(popmanus

I'panune! npoekra.

Ha nepBom 3tane (¢ 1 auBaps 2017 r. xo 31 gexkadps 2017 r.) npoBecTy HAa TEPPUTOPUU
Poccuiickoii @eaepanny SKCIEPUMEHT 110 MAPKUPOBKE KOHTPOJIbHBIMU (MICHTU(PUKALUOHHBIMHU )
3HaKaMHU (J1ajiee - SKCIEPUMEHT) JIEKapCTBEHHBIX MPEMapaToB Il MEIUIIMHCKOTO MPUMEHEHUS Ha
J00pPOBOJILHOM OCHOBE JJIsl OTPAHMYEHHOT0 Habopa MpenapaToB MPEUMYIIECTBEHHO U3 MePEeyHs
7B3H Ha nomaHOM MOJIeIM TOBAPHO 1ENH OT IPOU3BOAUTENS JJO KOHEUHOTO TOTPEOUTENS.

Ha BTopom 3Tane (c 1 suBaps 2018 r. 10 31 nexadpsa 2018 r.) o6s3aTenpbHas MapKUPOBKA BCEX
100% nexapCTBEHHBIX MTPENAPaTOB.

[IpoexT o106pen ['ocynapcTBEHHONM KOMHUCCHUEH 110 TPOTUBOICHCTBUIO HE3AKOHHOMY 000POTY
IIPOMBILIJIEHHOW MPOTYKIMH.

IIpoexT paccMoTpeH Ha 3acefanuu I IpoeKTHOro KOMHUTETa 10 OCHOBHOMY HAIPABJICHUIO
cTparernyeckoro pazsutus Poccuiickoit @enepanuu "3apaBooxpanenue” 24 okrsaops 2016 r.,
CKOPPEKTHPOBAHBI CPOKH PEaTIM3alUU MTPOEKTA.




